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DETAILED ACTION 

1 . Applicant's response to the office action filed on August 16, 2010 has been considered and 
acknowledged. 

Status of the Application 

2. Currently claims 18, 20-30 and 33-35 are pending under examination. Claim 31-32 were 
previously withdrawn from further consideration pursuant to 37 CFR 1.142(b) as being drawn to 
a nonelected Group. All arguments and amendment have been fully considered and thoroughly 
reviewed and deemed persuasive in view of the amendment. The amendment introduces new 
limitation that was not present in the previously examined claims and necessitated the new 
rejections. The action is FINAL necessitated by the amendment. 

New Grounds of Rejections necessitated by the Amendment 
Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the date of 
application for patent in the United States. 

Claims 18, 20-21, 24-29, 33, 35 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Richthoff et al. (Human Reproduction, Vol. 17, No. 12, pp. 3162-3169, 2002). 

Richthoff et al. teach a method of claims 18, 29, to evaluate the integrity of chromatin 
DNA or DNA of sperm cells of an animal (human) comprising 
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(a) treating a sample containing the sperm (cell suspension), with a DNA denaturing 
solution (page 3164, col. 2, paragraph 2 under FCM SCSA); 

(b) a single step treatment of the sample in solution obtained in step a) with a single lysis 
solution to extract nuclear proteins of the sperm cells (see page 3164, col. 2, paragraph 2 under 
FCM SCSA); 

(c ) evaluating the integrity of the chromatin/DNA of the sperm cells based on 
measurement of halo of the size of the sperm cells (see page 3164, col. 2, paragraph 2 under 
FCM SCSA). 

With regard to claim 20-21 , 33, Richthoff ct al. teach that the lysis buffer comprises non- 
denaturing detergent , Triton X-100 (see page 3164, col. 2, paragraph 2 under FCM SCSA) 

With regard to claim 24-26, Richthoff et al. teach that the denaturing solution contains 
hydrochloric acid (see page 3164, col. 2, paragraph 2 under FCM SCSA). 

With regard to claim 27-28, Richthoff et al. teach that after the step a) and b) there is a 
staining step comprising wright type stain (acridine orange) (see page3164, col. 2, paragraph 2 
under FCM SCSA). 

With regard to claim 35, Richoff et al. teach that the integrity of chromatin or DNA of 
sperm cells is evaluated through direct visual analysis by microscopy or applying digitalized 
images analysis software (see page 3164, col. 2, paragraph 2 under FCM SCSA). Accordingly 
the claims are anticipated. 
Response to Arguments: 

4. The rejection of claims 18-30, 33-35 under 35 USC 103(a) as being unpatentable over 
Fernandez et al. in view of Bezanehtak et al. is withdrawn herein in view of the amendment. 
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Allowable Subject Matter 

5. Claims 22-23, 30 and 34 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Suryaprabha Chunduru whose telephone number is 571-272- 
0783. The examiner can normally be reached on 8.30A.M. - 4.30P.M, Mon - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571-272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Suryaprabha Chunduru/ 

Primary Examiner, Art Unit 1637 



